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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 

THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136 (a). In no event however, may a reply be timely filed after SIX (6) MONTHS from the 
mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 ) □ Responsive to communication(s) filed on 

2a) □ This action is FINAL. 2b)E^T r his action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4) [P^CIaim(s) ^3 ' is/are pending in the application. 



4a) Of the above, claim(s) 

5) D Claim(s) 

6) ©^CIaim(s) 

7) D Claim(s) 

8) □ Claims 



is/are withdrawn from consideratio 

is/are allowed.* 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement 



Application Papers 

9)D The specification is objected to by the Examiner. 



10)D The drawing(s) filed on 



is/are aP accepted or ift] objected to by the Examiner. 



Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1 )□ The proposed drawing correction filed on is: fctjH approved tfj] disapproved by the Examine 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. § § 1 1 9 and 1 20 

13) D Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some* c)D None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No, . 



3. □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) B^Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a)D The translation of the foreign language provisional application has been received. 

15) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 

Attachment(s) 

1 ) Q Notice of References Cited (PTO-892) 

2) \Z\ Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) [^Information Disclosure Statement(s) (PTO-1449) Paper No{s). b 



4) O Interview Summary (PTO-413) Paper No(s). 



5) O Notice of Informal Patent Application {PTO-152) 

6) □ Other: 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 04-01) 
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Art Unit: 1616 

Claims 3-16 are pending in this application. 

Restriction to one of the following inventions is required under 35 USC 
121, 37 CFR 1.475, and PCT Rule 13: 

Group I, claims 3-5 and 12-16, drawn to method for treating high whole 
blood viscosity in a patient with aspartame and other alky! esters of 
aspartylphenylalanine. 

Group II, claims 6-7, drawn to method for reducing whole blood viscosity 
in a blood sample with aspartame and other alkyl esters of 
aspartylphenylalanine. 

Group III, claims 8-11, drawn to method for monitoring the reduction of 
whole blood viscosity in a patient, comprising various collecting, measuring and 
comparing steps involving blood samples and viscosity measurements. 

The three groups lack a unity of invention. The three groups are directed 
to three separate and distinct method inventions, and the inventions are not so 
linked as to form a single general inventive concept. There is no special 
technical feature among the inventions that define a contribution over the prior art 
that each invention makes. In vivo and in vitro effects are distinct, and can 
encompass divergent utilities, such as providing suitable blood samples for a 
different subject. The monitoring invention requires steps involve an algorithm 
that is not necessarily encompassed in the treatment per se invention. These 



Serial Number: 1 0/088,71 3 Page 3 

Art Unit: 1616 



features define a contribution, which each of the claimed invention, considered 
as a whole, make over the prior art, which are not shared by all of the invention 
groups. 

Therefore, the inventions lack a unity of invention for the reasons stated 

above. 

During a telephone conversation with Ms. Eugenia Hansen on 9/29/2003, 
a provisional election was made without prejudice and with traverse to prosecute 
the invention of Group I. Affirmation of this election must be made by applicant in 
replying to this Office Action. Claims 6-1 1 are withdrawn from further 
consideration by the Examiner, 37 CFR 1.142(b), as being directed to non- 
elected inventions, and claims 3-5 and 12-16 will presently be examined. 

The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in the 
United States. 

Claims 3-5 and 12-16 are rejected under 35 USC 102(b) as being 
anticipated by Edmunson et al. (US 5,654,334). 

Edmunson et al. explicitly disclose aspartame and C2-6 esters of 
aspartylphenylalanine (claim 1). Edmuson's method is for decreasing pain in a 
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patient (claim 1). Patients with osteoarthritis are explicitly disclosed (Examples 
1-2 on columns 4-15). Effective amount is about 80-320 mg (claim 1 ; column 4, 
lines 10-15). It is noted that for an adult, of say 75 kg, this is equivalent to about 
1-4 mg/kg. 

it is recognized that Edmunson et aL do not explicitly disclose treating for 
high whole blood viscosity or abnormally viscous whole blood in a patient. 
However, applicant admits in the specification that arthritic patients are 
associated with increased whole blood viscosity (p. 1, lines 19-21). Therefore, 
prior treating of patients with osteoarthritis would have had the necessary effect 
of also treating for high or abnormal viscous whole blood viscosity. The claims 
are thereby anticipated. 

For these reasons, all claims must be refused. 

A facsimile center has been established in Technology Center 1600. The 
hours of operation are Monday through Friday, 8:45 AM to 4:45 PM. The 
telecopier numbers for accessing the facsimile machines are (703) 308-4556 or 
(703) 305-3592. 

Any inquiry concerning this communication or earlier communications from 
the Examiner should be directed to Examiner Pak whose telephone number is 
(703) 308-4538. The Examiner can normally be reached on Monday through 
Thursday from 8:00 AM to 5:30 PM. The Examiner can also be reached on 
alternate Fridays. 

If attempts to reach the Examiner by telephone are unsuccessful, the 
Examiner's Supervisor, Mr. Thurman Page, can be reached on (703) 308-2927. 

Any inquiry of a general nature or relating to the status of this application 
should be directed to the Group receptionist whose telephone number is (703) 
308-1235. / 
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